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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vili. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CEPTUOPHUKAT AHAJIM3A

Tel : +91 98166 56001-02

WWW.GIrreudays.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponykr: Ketopoa® Jxcnpece (xeropoiak) TabaeTkn, Ancneprupyemble B HOJOCTH PT2, 10 mr

Market / Poinox :Russia / Poccus |

Batch No / . Batch Quantity / 3600000 tab /

Cepus No § V2300830 O06bem cepuy " 3600000 Tab

Analytical Repovrt No/ . 040002916763 Date of Analysis / . 30.04.2025

ABanuTHYeCKHH 0TYeT Ne Jlata ananusa -

Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027

Jara npon3BoacTea TI'open no o

Mfg. License No. / . .

Ilpon3BoacTBeHHAS : MNB/05/263 B number:y! : UL 1
Homep PY RU)

JHOeH3HA Ne

Analysis performed according ND: / Auanus nposegen no HJI: JITI-Ne(004669)-(PT'-RU)-190224

Page10of9/Crp.1m39

tablets with """ debossed on one
side. / Kpyrnble niockue
TabneTky ¢ gackoii, cBeTIIO-
XeJITOTO LIBeTa ¢ MPaBUPOBKOIA
«l» Ha OIHOM CTOpPOHE.

1}00 Test / TlokazaTenn Results / PesynabTaThl Specification / Hopma
1 Description / Onucanune Light yellow round flat beveled Light yellow round flat beveled tablets

with "|" debossed on one side. / Kpyrisie
niockue Tabnetku ¢ (ackoi, CBeTIO-
XKEJITOTO [IBeTa C TIpaBUPOBKOH «|» Ha
OJIHOM CTOpPOHE.

2 Identification / MUnenTudnkanus

Ketorolac / Kemoponak

Complies / COOTBETCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(= 2nm). / Y®-cnekTphbl MNOIJOIIEHHA
UCIIEITYEMOTO  pacTBopa M pacTeopa
cTapgapTHoro  obpasna  KeTOpoJaKa
TpOMeTaMKHa JOJKHBI HMETh
MaKCHMYMBI TIpU OHOM W TOH XK€ AJUHE
BOJIHEL (+ 2 HM).

Remarks : The Product conforms to ND/
ITpumeuanue: [IpoaykT cooTBeTcTByeT Tpebosanusam HJ

3aka

Conclusion : APPROVED /

ouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
TToaroroieno: Ramakaul IMposepeno: Pardeep Kumar | Oxobpeno: Mcuepkep / PyKOBOAHTCIIL
(\W c[/ Amit Kumar /\ L
2 e
Reprint Date / A Reprint Date / Reprint Date / |
Jara: 30.04.2025 Jara: 30.04.2025 Jara: 30.04.2025

Registered Office: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s Q‘:‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Sotan, H.P., 173 205, INDIA

CEPTHO®HKAT AHAJIM3A

Tel : +61 98166 56001-02
www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

Hponykr: Keropon® Ixcnpece (keTopojak) TabJaeTKH, AHcHeprapyemblie B MoJIocTh pra, 10 mr

Market / Poinok

:Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepns Ne iy O6bem cepun " 3600000 Tab

Analytical Repourt No/ . 040002916763 Date of Analysis / . 30.04.2025

AHajiuTYecKHil oTyer Ne | laTa anann3a S

Date of Manufacture / . 04/2025 Date of Expiry / - 03/2027

JlaTa npou3BoacTBa Toxen xo B

Mfg. License No. / . .

IIpousBoAcTBeHHAR : MNB/05/263 Misnumberg ; e OGS
Homep PY RU)

Junen3us No

Analysis performed according ND:

/ Amanns nposenen mo HJL: JITI-Ne(004669)-(PT'-RU)-190224

Page2of 9/ Cup. 2 u3 9

No
Ne

Test / [loka3zaTeanb

Results / Pe3yabTaThbl

Specification / Hopma

Complies / CooTBETCTBYET

The retention time of the main peak on the
chromatogram of test solution should
correspond to that on the chromatogram of
ketorolac tromethamine standard solution
(Assay section). / Bpemsi yaepXUBaHHs
OCHOBHOIO I[MKa Ha XpoMmarorpaMMme
UCTILITYEMOro pacTBopa JIOJDKHO
COOTBETCTBOBATh BPEMEHU YAEPKUBAHUS
OCHOBHOIO TMNHKa Ha XpoMmarorpaMme
pacTBopa CTaHAAapPTHOTO obpa3ua

TpoMeTaMHHa  (pasgmen

KETOpoOJiaKa
«KonuuecTBeHHOE onpenenel-me»).

Remarks : The Product conforms to

Ipumeuanue: [ponykt cooTBeTcTRYET TpedoBanusm HJI

ND/

Conclusion : APPROVED /
Zaknwuenne: OJJOBPEHO

Prepared by /
IMoxnroroeneno: Ramakant Lt

>

Checked by /
[Mposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Omo6peno: Menemxkep / Pykosonurens

Amit Kumar A
N—

Reprint Date / \
Jara: 30.04.2025

Reprint Date /

Jara: 30.04.2025

Reprint Date/ '
Jara: 30.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s Q':’

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vili. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CEPTUPUKAT AHAJIN3A

Tei : +91 58166 56001-02

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoxykr: Ketopoa® Dxenpecc (keToponak) TabaeTKH, AHCHEPIHpYeMbIe B MOJOCTH PTa, 10 mr

Market / Prinox

:Russia / Poccus

Batch No/ . Batch Quantity / 3600000 tab /

Cepus N2 Uy Oo0bem cepui " 3600000 Tab

Analytical Repovrt No/ - 040002916763 Date of Analysis / . 30.04.2025

AHanaTHYecKHH oTueT Ne JaTta anajH3a - L

Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027

Jara npoussoacTea T'open oo |

Mfg. License No./ . o

IponsBoAcTBEHHAS : MNB/05/263 I mumibey: / AP NS(OAGED)F(ETE
Homep PY RU)

JIHeH3HA Ne

Analysis performed according ND: / Anann3 uposegen no H/L: JII-Ne(004669)-(PT'-RU)-190224

Page30of9/Crp.3 w3 9

i’o Test / IlokaszaTenab Results / Pe3yabTaThbl Specification / Hopma
Butylhydroxyanisole / Complies / CooTBeTCTBYET The retention times of 2-
Bymuneudporcuaruzon butylhydroxyanisole and 3-

butylhydroxyanisole peaks on the

chromatogram of the test solution should
correspond by the retention times to 2-
butylhydroxyanisole and 3-
butylhydroxyanisole peaks on the
chromatogram of butylhydroxyanisole
standard solution ("'Butylhydroxyanisole

content” section). / Bpemena
yaepXKUBaHHI MTHKOB
2-0yTUNTUAPOKCHAHN301a U
3-6yTUIrHOpOKCHaHU30J1a Ha

XpOMaTorpamMme HCIBITYEMOro pacTBOpa

JOJDKHEI  COOTBETCTBOBaTb  BpEMeEHaM
yIOepXKUBaHUS ITHKOB
2-6yTUNTUIPOKCUAHN30JIa U
3-6y THATHAPOKCHAHH30JIa Ha

XpOMaTorpaMMe pacTBopa CTaHAAPTHOIO
obOpa3sua OyTwiruapokcuaHuzona (pasmen
«ConepxaHue

OyTHITHAPOKCHAHU3ONAY).

Remarks : The Product conforms to ND/

Ipumeyanue: [Tpogykr cooTBetcTBYeT Tpebopanuam HII

Conclusion : APPROVED /
Zakawuenne: OJJOSPEHO

Prepared by /
Tonrornenern” Ramakant

L

Checked by /
Mporepenn: Pardeep Kumar

ol —

Approved by: Manager/Executive /

Onotpeno: Menemxkep / PIKOBOI[HTCHL

Amit Kumar /\ —
‘l

-—

Reprint Date / i
Jara: 30.04.2025

Reprint Date /
Jara: 30.04.2025

Reprint Date /
Jara: 30.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PiLC004507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd,
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CEPTUP®UKAT AHAJIM3A

Tel : +91 58166 56001-02
www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropoa® Dxenpece (keropoiak) TabaeTky, JHCHEPrupyeMble B mosiocTy pra, 10 mr

Market / Puinok

:Russia / Poccua

Batch No / - V2500830 Batch Quantity / 3600000 tab /

| Cepus Ne ‘ O6bem cepuu * 3600000 Tab
zinalydicaliReporclior : 040002916763 Date of Analysis/ . 3 04 2025
AHanuTwYeckHii order Ne - Jarta ana;mza R —
Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027
Jara npoHsBoacTBa TI'open o
Mfg. License No. / i o
IpoussoacTsenmas . MNB/05/263 MA number: / : JITI-Ne(004669)-(PI'-

Homep PY RU)

JnneHzusa Ne

| Analysis performed according ND: / Ananns nposeaen no H/L: JII-Ne(004669)-(PT'-RU)-190224

Page40f 9/ Crp.4m39

1}00 | Test / TlokazaTeas Results / Pesyabrarst Specification / Hopma
3 Average weight / Cpennsis 68.7 mg / 68.7 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
macca ) Ot 67,2 mr oo 72,8 mr (70,0 mMr + 4,0 %).
Complies / CoOoTBETCTBYET
Uniformity of weight / 18/20 tablets - not more than + 10 %;
OaHOpPOAHOCTB MacCChl 2/20 tablets - not more than = 20 %. /
18/20 Ttabnerok — He Gomee =+ 10 %;
2/20 tabneTtox — He Gonee = 20 %.
4 Disintegration time / 00 min 22 sec / 00 MuH 22 cex Not more than 3 min. / He 6osiee 3 Mum.
PacnanaemMocThb
5 Dissolution / PacTBopeHue Unit-1/ Tabn-1 98 % Not less than 75% (Q) of
. Ci15sH13NO3*C4H1;1NO3 (ketorolac
Unit-2 / Tabn-2 100 % tromethamine) in 15 min. / He menee
Unit-3 / Ta6n-3 100% | 75% Q CisHi3NO3*C4H11NOs
. (keTopoiaka TpOMETaMUH) 4epe3 15 MuH.
Unit-4 / Tabn-4 98%
Unit-5 / Tabn-5 96 %
Unit-6 / Tabn-6 99 %

Remarks : The Product conforms to ND/
Ipumeuatine: [IpoaykT cooTBeTcTBYeT TpeboBannam HJI

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MToaroropneno: Ramakant IMponoperio! Pardecp Kumar | Ono6porio: Momnemicep / Pyronomirent
w ) Amit Kumar A
s : T
Reprint Date / | Reprint Date / Reprint Date /
Hara: 30.04.2025 Hara: 30.04.2025 Hara: 30.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vili. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CEPTUOUKAT AHAJIN3A

Tel : +91 58166 56001-02

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

Ipoayxt: Keropoa® dxcnpece (keToposak) TabaeTku, Aicueprupyemsle B HOJIOCTH pra, 10 mr

Market / Pornok

:Russia / Poccus

Batch No / _ Batch Quantity / 3600000 tab /

Cepus N2 4 V2500830 O0bem cepHH " 3600000 Tab

Analytical Repovrt No / . 040002916763 Date of Analysis / . 30.04.2025

AHanuTHYecKHii oTyeT No - Jlara aHaJIH32

Date of Manufacture / . 04/2025 Date of Expiry / - 03/2027

Jara npoH3BoOICTBA Toxen no

Mfg. License No. / ] .

Ipoun3BocTBeHHAS : MNB/05/263 Iasnumber:e : Ll U L G
Homep PY RU)

auneH3us Ne

Analysis performed according ND: / Ananu3 nposeaen no HJI: JIII-Ne(004669)-(PT-RU)-190224

PageSof 9/ Crp.5m39

1}00 Test / [Toka3zaTensb Results / Pesysibrarbl Specification / Hopma
6 Particle size distribution / Complies / CooTBETCTBYET A uniform suspension passing through a
JucnepcHoCTh 710 um sieve is formed. / O6pa3syercs
ONHOPOIHAS CYCHEH3UsA, IMPOXOAsllas
CKBO3b CHUTO C pPa3MepoOM OTBEPCTHIA
710 MKM.
7 Impurities / lIpumecn

1-hydroxy analog of
ketorolac: /

Below LOD (LOD = 0.0010 %) /
Huxe npenena obuapyxenus (I10

not more than 0.5 %; / e 6onee 0,5 %;

Coaep:xaHHe BOABI

1-ruapoxcuaHanor =0.0010 %)
KeTopoJiaKa
1-keto analog of ketorolac / not more than 0.8 %; / ne 6oxnee 0,8 %;
1-KeToaHaJIOT KeTopoJaka 0.03%
unidentified impurity / not more than 0.5 %; / ne 6onee 0,5 %;
eIMHHUYHAs
HeUJeHTH(PULHPOBaHHAs 0.02%
NpUMeCh
total impurities / 0.0442% not more than 1.0 %. / ue 6onee 1,0 %.
cyMMa npuMecei
8 Water content / 2.5% Not more than 7.0 %. /

He 6onee 7,0 %.

Remarks : The Product conforms to ND/
[Tpumeuanue: [Ipoaykr cooTseTcTBYeT TpeboBanusam HJI

Conclusion : APPROVED /
Baxawuenne: OJJOBPEHO

Prepared by /
TMonroToBNeHo: Rar}]akam

7

Checked by /
[Iposepeno; Pardeep Kumar

o<

Approved by: Manager/Executive /
Ono6peHo: Menemxep / Pykosoaurensb
Amit Kumar (-

P

Reprint Date / )
Jara: 30.04.2025

Reprint Date /
Jata: 30.04.2025

Reprint Date/ '
JlaTta: 30.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vilt. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CEPTUO®HUKAT AHAJIU3A

Tel : +91 98166 56001-02
www.drreddys.com

Hpoaykr: Keropon® Dxcnpecc (keropoaak) rabaerki, Aucneprupyemble

Product : ﬁﬁgt—oro-l_Express (ketorolac) Orally Disintegrating Tablets 10 mg

B moJioctd pra, 10 mr

Market / Prigox :Russia / Poccust

Batch No / _ Batch Quantity / 3600000 tab /

Cepua Ne 5 V2500830 Oo6bem cepuu " 3600000 Tab

Analytical Report No / . 040002916763 Date of Analysis / . 30.04.2025

AnanuTuieckui oryer Ne Jara anannsa N

Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027

Jara npo¥3BoacTBa - I'ogen go |

Mfg. License No. / ] o

IIpon3BoACTBEHHAS : MNB/05/263 MG number: /  SIEINE(OOHOCS) =L
Homep PY RU)

JiMneH3ust Ne

Analysis performed according ND: / Ananus nposenen no HJL: JITI-No(004669)-(PT'-RU)-190224

Page 6 of 9/ Cip. 6 w39

I}? Test / ITokazaTenb Results / PesyabTaThl Specification / Hopma

9 Residual solvents / OcTaTouHbI¢ OPraHUYEeCKHE PACTBOPHTE/H
Isopropyl alcohol / 6 pg/tab/ Not more than 350 pg/tab. /
H3zomnponanon 6 MKr B TabJeTke He 6osiee 350 Mkr B TabneTKe.

10 Mic;obiological purity*/ MukpoGuosorudyeckasi yucrora*

Total Aerobic Microbial not more than 103 CFU/g; / B
Count / obimee 4uco NA He 6onee 10° KOE/T;
a3poOHBIX MHKPO-
OpraHU3MOB
Total Combined Yeast and not more than 10?> CFU/g; /
mold count / obuiee yucIo NA He 6onee 102 KOE/T;
JPOMOKEBBIX U IIECHEBBIX
rpuboB
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBHE B 1 T.

11 Uniformity of dosage units / 3.8 Acceptance value (4¥) not more than
OanopoaHOCTH 15.0 Tlokasarens mpuemeMocTy (A V)
AO3MPOBAHHBIX €AMHMI] noyxeH O6bITh He 6oee 15,0.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /

[Tpumeuanue: [IpogyKT COOTBETCTBYET TpeboBanuam HJI Zaxmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

IToarorosnedo: Ramakant ITposepeHo: Pardeep Kumar | Opo6peno: Menemxep / Pykosonurenb
1 Amit Kumar /,&,

( W~ - A —

Reprint Date / Reprint Date / Reprint Date / }

Hara: 30.04.2025 Jata: 30.04.2025 Harta: 30.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail
CIN: L85195AP1984P1C004507
www.drreddys.com

@drreddys.com




Dr.Reddy’s ‘,’.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CEPTHO®UKAT AHAJIM3A

Tel : +91 98166 56001-02
www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

Hponykr: Keropoa® Ixcnpecc (xeToposak) TafieTkh, AMCHeprupyemsie B nogoctn pra, 10 mr

Market / Prinox

:Russia / Poccus

Batch No / _ Batch Quantity / 3600000 tab /

Cepus Ne i V2500830 O6bem cepun " 3600000 Tab

Analytical Repourt No / . 040002916763 Date of Analysis / . 30.04.2025

Anajgurnyeckrii otuer Ne | laTa aHaH3a |

Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027

JaTa npoH3BoACTBA | T'ogen go |

Mfg. License No. / ] .

IIpousBoAcTBeHHASI : MNB/05/263 M Osnumbery/ : e E(UHEED)SE
Homep PY RU)

JIMUeH3HsT Ne

Analysis performed according ND: / Anaius nposenen mo H/I: JIII-N2(004669)-(PT-RU)-190224

Page 7 of 9/ Crp. 7 u3 9

No

Test / ITokazaTenn
Ne

Results / Pe3yabTaThl

Specification / Hopma

12 | Assay/KoaunuecTBeHHoe
onpejeseHHe

9.9 mg /9.9 mMr
(98.6 %)

From 90mg to 11.0 mg of
Ci15H13NO3+CsH 1 1 NO;3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 Mr no
11,0 MrI C15H13NO3°C4H1 1NO3
(keroponaka TpoMetamuH) (ot 90,0 mo
110,0 % oT 3asBIEHHOTO KOJHMYECTBa) B
TabneTke.

13 Butylhydroxyanisole
content / Conepxanue
Oy TUArHIPOKCHAHU30JIa

0.0936 mg/tab /
0.0936 Mr B TabneTKe

Not less than 0.042 mg/tab. /
He menree 0,042 mr B TabneTke.

14 Package description /
Onncanue ynakoBKH

10 tablets in a blister of
(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Tlo 10 Tabnetok B
6nucrepe u3z  (IIA/AJVIID ¢
piaronornotutenem/II5BIT)
doneru // (II3/AJ1) donsru. Ilo
2 GiaucTEpa BMECTE C JIMCTKOM-
BKJIaIbIIIEM B nayky
KapTOHHYIO.

10 tablets in a blister of (PA/AL/PE with
desiccant/HDPE) foil // (PE/AL) foil. 1 or
2 blisters with patient information leaflet
in a carton pack. / ITo 10 Tabmerox B
onucrepe u3 (ITA/AJUTID c
prnaronornotutenem/II5BIT) dombru //
(I13/AJ) doneru. Ilo 1 umn 2 6auctepa
BMECTE C JIMCTKOM-BKJIQIBIIIEM B HayKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
[Tpumeyanue: IIpoaykT cooTBeTcTBYET Tpebosanusam HJI

Conclusion : APPROVED /
Zaknrwuenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
TMoarorosneno: Ramakant IMposepeno: Pardeep Kumar | Onobpeno: Menemxep / Pykosoaurens
Amit Kumar N—
hood o e
Reprint Date / \ Reprint Date / Reprint Date / i
Hara: 30.04.2025 Hara: 30.04.2025 Jata: 30.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Qe
DI'. REddy,s q.... Vilt. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA

CEPTH®UKAT AHAJIU3A ¢ *91 98166 56001-02
www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropoa® Jxcnpece (keroposak) TabaeTkH, AHCHCPIHPYEMbIC B MOJOCTH PTa, 10 mr _
Market / Puinox :Russia / Poccust

Batch No / _ Batch Quantity / 3600000 tab /

Cepnsn Nz VTR0 O0nem cepun " 3600000 Tab
Analytical Repo:‘t No/ . 040002916763 Date of Analysis / . 30.04.2025
AHanuTHYecKHii oT9eT Ne JaTta ananusa __|
Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027

Jara npoM3BoAcTBa - I'ogen xo

Mfg. License No. / ) .
Ilpon3BoACTBEHHAs : MNB/05/263 O number: / e 04662)= (T

Homep PY RU)
JHneH3ust No
Analysis performed according ND: / Ananus nposegen no H/L: JIE-Ne(004669)-(PT-RU)-190224

Page 8 of 9/ Crp. 8 3 9

* When the drug product is released, the quality control for Microbiological Purity is performed for one batch in
every 20 batches or one batch per year whichever is more.

* [Ipu BhINYCKE JIEKAPCTBEHHOTO NpenapaTa KOHTPOJIb Ka4eCTBa 110 nokasareio «Mukpobuojoruieckas
YUCTOTA» MPOBOAUTCS A1 Kaxkaoi 20-0ii cepuu, WM 1St OIHOM CepHH B IO, B 3aBUCHMOCTH OT TOrO, UTO

HACTYIUT paHbILE.

API name / Haumenopanne APC: Ketorolac tromethamine / KeToposiaka TpOMETaMHH
INN / MHH: Ketorolac / Keroponak
API manufacturer batch number / ABRH009670
Homep cepun nponssoaurens APC:
FP Manufacturer API Batch number /
Homep cepuu cyGcTAHIHH NPOH3BOIHTEIA FESA00031

TUIP:
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
IIpoussoaurennr APC, crpana: J-p Pepau'c JlaGopatopuc JIta., Huousa
Name, address, authorization No for  FP Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
manufacturing site / Control site / Release Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
site / MNB/05/263) /
HaumenoraHue, aapec, JHIEH3HS M1 JI-p Peqnu’c JlaGoparopuc Jita., Unnus, [IponssoncteeHHoe
IIpoussoacTBenHas naomagka / Ilnomanka noapaszenenue-6, Bui. Kxons, Hanarapx Poyn, banmu, Jluctpukr
KOHTpoJIs kadecTsa / [Liomanka Bpinycka Conan, X.J1., 173205, Munus (uuensus Homep MNB/05/263)

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of

Remarks : The Product conforms to ND/ Conclusion : APPROVED /

IMpumeuanue: IIpoaykT cooTeercTyer TpeboBanusM HJT 3axaouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

Ioxaroroerieno: Ramakant IIposepeHo: Pardeep Kumar | Ongo6peno: Menemxkep / PykoBoautens

Amit Kumar -

Ropd L pt

Reprint Date / v Reprint Date / Reprint Date / .

Jara: 30.04.2025 Jata: 30.04.2025 Jara: 30.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



Dr. Reddy's Laboratories Ltd.

® o . )
? ) Formulation Unit-6
Dr' REddy S ‘_.. Vili. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS _ e
CEPTHOUKAT AHAJIM3A o +91 9616656001
- www.drreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
' Ipopyxr: Keropon® Ixcnpecc (keropoaak) TableTKH, JHCHeprHpyeMble B M0J10CTH pra, 10 Mr ]
Market / Prnok :Russia / Poccus
Batch No / . Batch Quantity / 3600000 tab /
Cepns Ne # V2300830 O0nem cepun " 3600000 Tab
Analytical Repovrt No / . 040002916763 Date of Analysis / . 30.04.2025
AnaguTH9ecKnii oTueT Ne HMara ananmuza .
Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027
Jlara npoMsBoacTBa T'omen go B
Mfg. License No. / . o
IponssoAcTBEANAS : MNB/05/263 QLN number:: # LB g Ly
Homep PY RU)
JHneH3nsA Ne
| Analysis performed according ND: / Anasn3 nposeaen no HJL: JITI-Ne(004669)-(PT-RU)-190224
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product has been manufactured, including packaging/labeling and quality control at the above mentioned site(s) in
full compliance with the GMP requirements of the Eurasian Economic Union (No. GMP/EAEU/RU/00554-2022 dt.
02 September 2022) and requirements to the medicinal quality and with the specifications in the Marketing
Authorization dossier of the importing country. Production, packaging and testing records are verified and their
compliance with Good Manufacturing Practice of the Eurasian Economic Union is established».

3ax/09eHHe 0 co0TBeTCcTBHH: «HacTodmuM s MOATBEPXKIAI0, YTO NpUBEACHHA] BBIIE HHGOPMAIHs SABIIAETCI
JIOCTOBEPHOM ¥ TOYHOH. JTa cepus MPOLYKLIHMH IPOH3BEAEHA (BKJIIOYAs YIaKOBKY (MapKHpPOBKY) M KOHTPOIb
KayecTBA) Ha BBINIEYKA3aHHOM IIPOM3BOACTBEHHON ILIOMmagKe (IUIOMIAAKaX) B IIOJHOM COOTBETCTBHH C
TpeGoBanusamMu [IpaBuil HajIexXalel IPOH3BOACTBEHHON MpakTHKH EBpasuiickoro 3koHOMHYECKOro coroza (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsa0ps 2022) u TpeOOBaHUAMHU KOHTPOJISA KayeCTBa JIEKAPCTBCHHBIX CPE/ICTR,
a TAK)Xe B COOTBETCTBHH CO CIIEUADUKAIUIME, COAEPKAIIUMUCS B PETHCTPAIMOHHOM JIOCHE CTPAHBI-UMITIOPTEpPA.
3anucy 1o Npou3BOACTBY, YIIAKOBKE H aHAIIH3Y IPOBEPEHbL, H YCTAHOBIEHO X COOTBETCTBHE TpeOoBaHUAM I IpaBui
HazyIeXalei Mpon3BoJICTBEHHON MPakTUKK EBpa3uiCKOro S5KOHOMUYECKOT'O COK3a».

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Tpumeuanue: ITpoaykr coorBercTByeT TpeboBanmam HJI 3axkmwouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
TToarorosneno: Ramakant ITpoeepeno: Pardeep Kumar | Ono6peHo: Menemkep / Pﬁomnmenb
Amit Kumar

Kbt L A
Reprint Date / N Reprint Date / Reprint Date / I
Jata: 30.04.2025 Jlara: 30.04.2025 JHara: 30.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91. 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



